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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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DETAILED ACTION 

The examiner notes the receipt of the amendments and remarks received In the 
office on 1/26/2007 adding new claims 19-25. Claims 1-18 have been canceled. Claims 
19-25 are pending. 

The rejection of claims 12-18 under 35 U.S.C 1 12 first paragraph is withdrawn 
due to the cancellation of claims 1-18. Applicant's arguments filed 1/26/2007 regarding 
35 U.S.C 103 rejection of claims 5-1 1 have been fully considered but they are not 
persuasive. In view of applicants' amendments and addition of new claims a modified 
35 U.S.C 103(a) rejection is now made. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 
102 of this title, if the differences between the subject matter sought to be patented and the prior art are such that the 
subject matter as a whole would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived by the manner In which the 
invention was made. 

Claims 19-25 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Curtis et a! (GB 2306471) in view of in view of Baldessarini et a! (WO 02/072029. 
effective filing date 3/12/2001 ) and further in view of Merck Manual. 

Curtis et al. teaches that methane sulfonate salt of benzofuran derivative (as in 
claim 1) as an extremely potent antagonist of the human dopamine D4 receptor (see 
Abstract) and is useful in the treatment and/or prevention of psychotic disorders such as 
schizophrenia (pi lines 8-9). The reference does not teach the use of the compound in 
the treatment of ADHD. 
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Baldessarini et al. teaches a method of administering a dopamine D4 receptor 
antagonist to a mammal to inhibit motor hyperactivity exhibiting the symptoms of ADHD 
(see Abstract, p1 para 003). The reference teaches that the dopamine D4 receptor 
antagonist can be administered orally (p3, para 0029). The reference also relates to the 
treatments and therapies for attentional dysfunction associated with ADHD (pi para 
003). The reference teaches the administration of dopamine D4 receptor antagonist to 
mammals Including human (pi, para 0012) and that broadly covers a male, and a male 
aged 5-18 years. 

As per Merck manual (Beers et al., Merck Manual, 17* ed. 1999, p 2255-58) it is 
estimated that ADHD affects 5-10% of school-aged children and is diagnosed 10 times 
more often in boys than in girls and many features of ADHD (p 2256 lines 1-12) are 
often noticed invariably before age 7, but they may not Interfere significantly with 
academic performance and social functioning until the middle school years. Children 
with primary ADD often are not diagnosed until or after adolescence. Hence it is obvious 
for one of ordinary skill in the art to provide a method of treatment for male patients 
aged 5-18 years. 

It would have been obvious to one of ordinary skill in the art at the time the 
claimed invention was made to combine Curtis's and Baldessarini's teachings to use the 
benzofuran derivative, a dopamine D4 receptor antagonist in a method of treating 
ADHD. 

The motivation to do so is provided by Curtis et al. The reference teaches that 
the benzofuran derivatives are extremely potent antagonists of the human dopamine D4 
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receptor subtype and has a selective affinity for the dopamine D4 receptor subtype over 
the other subtypes, in particular the D2 subtype and therefore be expected to manifest 
fewer side-effects than those associated with other drugs (p2 lines 10-19). In addition, 
the methane sulfonate salts possess advantageous qualities in terms of their improved 
aqueous solubility relative to the corresponding base and, as such provide for greater 
ease of formulation and display enhanced pharmacokinetic properties, including oral 
absorption (see Abstract). 

Response to Remarks 

Applicants' argue that Curtis et al. in view of Baldessarini et al. and further in 
view of Merck manual do not provide a motivation to employ the compound of formula I 
in claim 19 (new) for the treatment of attention-deficit/hyperactivity disorder Curtis et al. 
clearly teaches that the compound of formula I is a dopamine D4 antagonist and 
Baldessarini et al. teaches a method of administering a dopamine D4 receptor 
antagonist to a mammal to inhibit motor hyperactivity exhibiting the symptoms of ADHD. 
The reference also relates to the treatments and therapies for attentional dysfunction 
associated with ADHD. It would have been obvious to one of ordinary skill in the art at 
the time of the invention to administer a compound of formula I in a method of treatment 
attention-deficit/hyperactivity disorder because Curtis teaches the compound of formula 
I as dopamine D4 antagonist and Baldessarini et al. teaches dopamine D4 antagonists 
in the treatment of attention-deficit hyperactivity disorder. 

Applicants' argue that Baldessarini et al. teaches the compounds (dopamine D4 
antagonist) should be administered intramuscularly, intravenously or subcutaneously 
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(claim 5 of Baldessarini et al). The examiner would like to point out that Baldessarini et 
al. teaches that the dopamine D4 receptor antagonist can be administered orally (p3, 
para 0029). 

Applicants' claim that Baldessarini et al. (WO 02/072029) is published on 
September 19 2002 and is not effective as a reference under 35 U.S.C. 103 (a). The 
international filing date for PCT/US02/07651 is 12 Mar 2002 and the filing date of 
provisional U.S application 60/275,198 is 12 Mar 2001 and hence the effective filing 
date of this document is 12 Mar 2001 . Hence the reference Baldessarini et al. (WO 
02/072029) qualifies as a prior art as the effective priority date of the instant application 
under U.S.C 1 1 9 is Mar 26 2002 (filing date of GB 02071 39.7). 

Conclusion 

No claims are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly. THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
•examiner should be directed to Umamaheswari Ramachandran whose telephone 
number is 571-272-9926. The examiner can normally be reached on M-F 8:30 AM - 
5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on 571-272-0629. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




